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FDANews. Sandoz launches Zarxio at 15 percent lower price than Neupogen. https://www.fdanews.com/articles/173036-sandoz-launches-zarxio -at-15-percent-lower-price-than-neupogen. Accessed February 18, 2018. In 2010, Congress empowered the US Food and Drug Administration to approve "biosimilars" of biologics to increase competition and lower cost. However, for the more than 43 million beneficiaries with Medicare Part D drug benefits, it is unclear whether biosimilars lower out-of-pocket costs given Part D's complex cost-sharing structure.
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3-5 Part D consists of a deductible, coverage phase, coverage gap, and catastrophic coverage ( Figure) . 5 When beneficiaries' total drug costs exceed a set threshold, they enter the coverage gap and cost-sharing increases. Currently, beneficiaries receive a 50% manufacturer discount during the gap for brand-name drugs and biologics, but not for biosimilars.
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Although the recent Bipartisan Budget Act requires gap discounts for biosimilars starting in 2019, patients' out-ofpocket costs will continue to depend on whether biosimilars differ from biologics in drug pricing and plan cost-sharing requirements. 6 We examined coverage and cost-sharing for the first RA biosimilar (infliximab-dyyb) released in 2016 compared with its biologic (infliximab).
Methods | We analyzed nationwide benefit design data for all Part D plans from the June 2017 Medicare Prescription Drug Plan Formulary, Pharmacy Network, and Pricing Information Files to calculate mean total cost and outof-pocket cost requirements for infliximab-dyyb and infliximab assuming a standard 8-week dosing regimen (6.5 prescriptions/y). 3 We used these national means to project maximum annual out-of-pocket costs if beneficiaries used each drug and no other prescriptions under a standard 2017 Part D benefit, including a $400 deductible, coverage phase (out-of-pocket costs based on calculated national means), coverage gap starting at $3700 in total drug costs, and catastrophic coverage once out-of-pocket costs exceed $4950 (beneficiaries pay 5% for biologics or biosimilars thereafter). During the gap, beneficiaries pay 40% for biologics (plans pay 10%, manufacturer discounts 50%) and 51% for biosimilars (plans pay 49%). 3,4 SAS (SAS Institute), version 9.4, was used to calculate means.
Results | Among 2547 plans, fewer plans covered infliximabdyyb (10%) than infliximab (96%). Infliximab-dyyb had modestly lower mean total cost per 8-week prescription ($2185 vs $2667) and annually ($14 202 vs $17 335). However, plans universally required coinsurance cost-sharing for infliximab-dyyb, and set coinsurance rates similar to infliximab (26.6% vs 28.4% of drug cost, respectively) (Table) . Without gap discounts, projected annual out-ofpocket costs were higher for infliximab-dyyb than infliximab ($5118 vs $3432). data nationwide based on plans' cost-sharing requirements per standard 8-week prescription and averaging across all plans by counties and states. c Projected out-of-pocket costs are estimated based on beneficiaries using only the biosimilar or biologic drug and no other prescriptions under a standard 2017 Part D plan. This includes an initial $400 deductible, followed by a coverage phase (out-of-pocket cost estimated based on mean cost-sharing requirements nationwide), and a coverage gap after reaching $3700 in total drug cost. During the gap, beneficiaries pay 51% of biosimilar drug cost and plans pay 49%; for biologics, beneficiaries pay 40% of drug cost, plans pay 10%, and 50% is paid through the manufacturer gap discount. For biologics, the 50% manufacturer discount counts toward reaching the catastrophic threshold. Beneficiaries enter catastrophic coverage once out-of-pocket costs reach $4950 and pay 5% of biosimilar or biologic drug cost the remainder of the year.
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Discussion | Nationwide under Medicare Part D, RA biosimilar infliximab-dyyb was only moderately less expensive (18% less) than biologic infliximab and exceeded $14000 annually. Without biosimilar gap discounts in 2017, beneficiaries would have paid more than $5100 for infliximab-dyyb or nearly $1700 more in projected out-of-pocket costs than infliximab. Study limitations include calculating mean costs unweighted by plan enrollment, and projecting annual out-of-pocket costs assuming use of a biologic or biosimilar and no other prescriptions. Although biosimilar gap discounts begin in 2019, infliximab-dyyb may still not significantly reduce Part D beneficiaries' out-of-pocket costs given its high price and coinsurance cost-sharing similar to infliximab. 6 Further policies are needed to address affordability and access to specialty drugs.
